.01 [V?C0Lj 




S>\ SIU 7399 

JAN 1 6 2004 H PATENT 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Application of Campbell 
Serial No. 10/694,432 
Filed October 27, 2003 

For THERAPEUTIC USE OF D-METHIONTNE TO REDUCE THE TOXICITY OF 
RADIATION 

i January 16, 2004 

. COMMISSIONER FOR PATENTS 
P.O. BOX 1450 

ALEXANDRIA, VIRGINIA 22313-1450 
SIR: 

INFORMATION DISCLOSURE STATEMENT 

In accordance with 37 C.F.R. 1.97 and 1.98 and MPEP 609, and in compliance with the 
duty of disclosure set forth in 37 C.F.R. 1.56, applicant submits the attached PTO/SB/08A for 
consideration by the Patent and Trademark Office in the above-entitled application and to be 
made of record therein. 

The references listed on the attached PTO/SB/08A have been previously submitted in 
parent application Serial No. 09/91 1,195 and, therefore, in accordance with MPEP 609, are not 
being provided at this time. 

This Information Disclosure Statement is being submitted pursuant to 37 C.F.R. § 1.97(b) 
'inihat applicant believes that it is being filed prior to the mailing date of the first Office action 
on the merits. Accordingly, neither a statement nor fee under 37 C.F.R. § 1.97(c) or (d) is 
required. However, if an Office action was issued prior to the date of mailing of this Information 
Disclosure Statement, the Commissioner is hereby authorized to charge any required fees 
regarding this Information Disclosure Statement to Deposit Account No. 19-1345. 

Respectfully submitted, 



Patricia K. Fitzsimmons, Reg. No. 52,894 
SENNIGER, POWERS, LEA VITT & ROEDEL 
One Metropolitan Square, 16th Floor 
St. Louis, Missouri 63102 
(314) 231-5400 

PKF/kll 

Express Mail Label No. EV 272755633 US 



PTO/SB/08A 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

/^Js§ ^many sheets as necessary) 
% 

„ JAN 1 6 2004 


Complete if Known 


Application Number 


1U/b94,4oz 


Filing Date 


October 27, 2003 


Confirmation Number 


not yet assigned , 


rirsi Namea inventor 


LrampDen j 


Group Art Unit 


not yet assigned 


n 

sR^ewS^ 1 of 8 


Attorney Docket No. 


SIU 7399 



U.S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


U.S. Patent Document 


Name of Patentee or Applicant of 
Cited Document 


Date of Publication of Cited 
Document 
MM-DD-YYYY 


Number 


Kind 

Code 2 

(if 

known) 




1 


2,732,400 




Weiss 


01-24-1956 




2 


4,426,372 




Borch 


01-17-1984 




3 


5,002,755 




Mitchell et al. 


03-26-1991 




4 


5,292,773 




Hirsch et al. 


03-08-1994 




5 


5,430,064 




Hirsch et al. 


07-04-1995 




6 


5,466,678 




Kawabata et al. 


11-14-1995 




7 


6,177,434 




Kopke et al. 


01-23-2001 


FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Foreign Patent Document 


Name of Patentee or Applicant of 
Cited Document 


Date of Publication of 
Cited Document 
MM-DD-YYYY 


T 6 


Office 


Number 4 


Kind 

Code 2 

(if 

known) 




8 


EP 


06 200 04 


A1 


Fuji Kagaku Kogyo Kabushiki 
Kaisha 


10-19-1994 





Examiner 




Date 




Signature 




Considered 





*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 

1 Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WlPO Standard 
ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WlPO Standard ST. 16 if possible, applicant is to place a check mark here if English language Translation 
is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231 . 



PTO/SB/08A 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Complete if Known 


Application rNumDer 


A C\/RQA All 


riling uaie 


v^ciODer z/, zuuo :j 


/^l^^a^many sheets as necessary) 
, J AH 1 62004 J 

\ i) 


uonTirrnaiion iNumDer 


not yei assigncu 


rirsi iNameu invenior 


odrnpueii 


Group Art Unit 


not yet assigned 


2 of 8 


Attorney Docket No. 


SIU 7399 



OTHER ART - NON PATENT LITERATURE DOCUMENTS 


E-Acii 1 III ItJl 

Initials* 


OILC 

No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue 
number(s), publisher, city and/or country where published. 


T 6 




9 


ALDEN, W. WESLEY et al., "Exacerbation of Cisplatin-lnduced Nephrotoxicity by Methionine," 
Chem.-Biol. Interactions, 1984. 48. Pqs. 121-124 






m 
i \j 


BASINGER, MARK A. et al., "Dithiocarbamate-lnduced Biliary Platinum Excretion and the Control of 
cis-Platinum Nephrotoxicity," Toxicoloqv and Applied Pharmacoloqv. 1989. 97, Pqs. 279-288 






1 1 


BASINGER. MARK A. et al.. "L-Methionine Antaoonism of cis-Platinum Nephrotoxicity." Toxicoloqv 
and Applied Pharmacoloqv, 1990, 108, Pgs. 1-15 






12 


BASINGER, MARK A . et al., "L-Methionine Suppresses Pathological Sequelae of cis-Platinum in the 
Rat." Fundamental and Applied Toxicoloqv, 1990. 14, Pqs. 568-577 






13 


BOOGAARD, PIETER J. et al., "4-Methylthiobenzoic Acid Reduces Cisplatin Nephrotoxicity In Rats 
Without Comoromisinq Anti-Tumor Activity. Biochemical Pharmacoloqv, 1991. Vol. 41, No. 12. Pqs. 
1997-2003 






14 


BOOGAARD, PIETER J. et al., "The Role of Methallothionein in the Reduction of Cisplatin-lnduced 
Nephrotoxicity by Bi 3+ -Pretreatment in the Rat In Vivo and In Vitro, Are Antioxidant Properties of 
Methallothionein More Relevant than Platinum Bindino?". Biochemical Pharmacoloqv, 1991, Vol. 41. 
No. 3, Pgs. 369-375 






15 


BURCHENAL, JOSEPH H. et al., "Studies of Cross-Resistance, Synergistric Combinations and 
Blockino of Activity of Platinum Derivates." Biochimie, 1978. 60, No. 9, Pqs. 961-965 






16 


CAMPBELL, KATHLEEN CM. et al., "A Review of Cisplatin Protective Agents Emphasizing Nephro- 
and Otoprotectants," Proposed Review Article Not Yet Submitted for Publication, Includinq Additional 
Reference Lists 






17 


CAMPBELL, KATHLEEN CM. et al., "D-Methionine Provides Excellent Protection from Cisplatin 
Ototoxicity in the Rat" Hearinq Research. 1996, 102, Pqs. 90-98 





Examiner 




Date 




Signature 




Considered 





•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 



'Unique citation.designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard 
ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant is to place a check mark here if English language Translation 
is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231 . 



PTO/SB/08A 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(uge^s Fmn^sheets as necessary) 
1 J AH 1 62004 

\ 3^ 1 1 


Complete if Known 


Application iNumDer 


i n/£OA AQO 


riling uate 


tjctouerz/, zuuo 


uonTirrnaiion iNumuer 


nox yei assignea 


rirst Namea inventor 


uampDen \ 


Group Art Unit 


not yet assigned 


Sheet ^L&ADOft^ of 8 


Attorney Docket No. 


SIU 7399 | 





18 


CAMPBELL, KATHLEEN CM. et al M "D-Methionine Provides Protection Against Cisplatin Damage 
the Rat Stria Vascularis: A Semi-Quantitative Analysis." Abstracts of the Twentv-First Annual Mid- 
Winter Research Meetina of the Association for Research in Otolarvnqoloqy, February 15-19. 1998. 




ADSiraCt INO. Do/, rgs. TOO 




19 


CARDINI, G. et al., "La Radioprotezione Dei Cromosomi Delle Cellule Midollari Umane In Vitro," 
rcaaiODioioqia Kauioierapia t risica ivieuica, lyor , vol. zz, ino. o, nqs. 0/ 1-0/0 






20 


CARRITHERS, S. L. et al., "Methylation Of Radiation Protector Compounds By Thiol 
Methvltransferase," FASEB. 1991. Vol. 5. No. 4. Pq. A824 






21 


CHURCH, MICHAEL W. et al., "The Comparative Effects of Sodium Thiosulfate, 
Diethyldithiocarbamate, Fosfomycin and WR-2721 on Ameliorating Cisplatin-lnduced Ototoxicity," 






22 


CORREA. J. N. et al.. "Radiosensitization and radioorotection on murine chondrosarcoma," Radiation 
Research, 1978, Vol. 74, No. 3, Pa. 517 






23 


DE VECCHI, A., "Sperimentazione Clinica Di Una Nuova Sostanza Radioprotettiva (Cloruro Di Metil- 
Metionin-Sulfonio)." Radiobioloqia Radioterapia E Fisica Medica., 1967, Vol. 22, No. 5. Pqs. 355-370 






24 


DEDON, PETER C. et al., "Characterization of the Reactions of Platinum Antitumor Agents with 
Biolooic and Nonbiolooic Sulfur-Containino Nucleoohiles." Biochemical Pharmacoloqv. 1987, Vol. 36. 
No. 12, Pgs. 1955-1964 






25 


DEEGAN, PATRICIA M. et al., "The nephrotoxicity, cytotoxicity and renal handling of a cisplatin- 
methionine complex in male Wistar rats." Toxicology, 1994 , 89. Pqs. 1-14 






26 


DREWINKO, B. et al., "The Effect of c/s-Diamminedichloroplatinum(ll) on Cultured Human 
Lymphoma Cells and Its Therapeutic Implications," Cancer Research, December 1973, 33, Pqs. 
3091-3095 






27 


DROBNIK, JAROSLAV et al., "Inactivation Of Bacteriophages With C/s-Platinum(ll) 
Diamminedichloride." Chem.-Biol. Interactions, 1975. Pqs. 365-375 






28 


FRIEDMAN, M. E. et al., "The Blocking Of The Tetrachloroplatinate(ll) Inhibition Of Malate 
Dehvdroqenase Bv Sulfur-Containino Amino Acids." Biochimica et Biophvsica Acta, 1974, 341. Pqs. 
277-283 





Examiner 




Date 




Signature 




Considered 





•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 



Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WlPO Standard 
ST.3). 4 For Japanese.patent.documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WlPO Standard ST. 16 if possible, applicant is to place a check mark here if English language Translation 
is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231 . 



PTO/SB/08A 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 



y sheets as necessary) 

\ 




Complete if Known 



Application Number 



Filing Date 



Confirmation Number 



First Named Inventor 



Group Art Unit 



10/694,432 



October 27, 2003 



not yet assigned 



Campbell 



not yet assigned 



She* 



of 



8 



Attorney Docket No. 



SIU 7399 





29 


PEHCnMAKl MPMI""IPI of ol "THo I ltili"7atinn onH Qofotw r\f Icnmorir Qi i If i ii*_f""*nntaini nn Aminn AniHc in 
rr\lCUIVI/-\IN, IVICINUCL cl dl., 1 lit? UUIIZdllUri dllU Odlcly Ul IbUilltJMU OUJIUI-VsUI lldll llliy MIIIHIU MUlUo 111 

Mice." J. Nutr., 1984. 114. Pas. 2301-2310 






30 


f A D A 17 A nPW RAMINI at ol "Dr/"\to/*t \r\r\ r\f Rrvth AiiHitnrw Woir f""*ollc anH AuHitnn/ Monrnnc frnrn 

oMtSHii-MULn, rxMiviiiM ei ai., rroiecuon oi Duin Muuuury nair v^-tJiio diiu Muuuury iNtJururio iruiii 
Cisolatin Induced Damaae." Acta Otolarvnqol (Stockholm), 1997, 117, Pas. 232-238 






31 


uMiNUntvA, umvilj r\. ei ai., oispiaun v^nemupr oiecuun ana r\cot/Uc. niidrmdcuiugiu iviuuuiduun ui 
Toxicity." Seminars in Oncoloav, February 1991. Vol. 18, No. 1, Suppl. 3, Pqs. 49-55 






32 


r^AKinADA n AX/IP) f? ot a 1 H P\/oli ioti/tn r\f f^icrvlatin Hnco Intoncitw f^iirront Qtatiic and Putitro 
OnlMUnr\M, UMVIU r\. til dl., CVdlUdllUil OI olbpidllll UUac llllcl lolly. V^/Uliclll OLdlub dllvJ rUluiti 

ProsDects." Anticancer Research. 1989. 9, Pas. 1 121-1 128 






33 


r*ipCC| pp M of a| "AntiraHiatinn offontc nf ^.mothv/l moth inn inia A/itamin I n " Prikl Rinkhim 
OlOOLlr, IN. cL dl., MiHIIdUldllUll cllcLlo Ul O-ll loll lylll ItJU 1IUI 111 It; \ VIldllHll U|, r MM. DIUMIIM1. 

Mikrobiol.. 1996, Vol. 32, No. 6. Pas. 666-668 






34 


f^l n\/FP nOMMA ot ol "Plinir-al Trialc r*f \A/R 9701 onrl rSc Platinum " I I RaHiatinn Onrnlnm/ 

oLUvtr\, l/wininm ei ai., L^nnicai i nais ot vvr\-Zf z i ano i^ib-r idiiiiuni, i. j. rvduidiiuri wnuuiuijy, 
Bioloav, Phvsics, Mav 1989. Vol. 16, No. 5, Pas. 1201-1204 






35 


U AMMPDMAMM IHPri ot al "f"*icnlatin_lnrli trori I iniH Pornvirlatinn anH Piorroaco nf 
nMlNlNCr\IVlMI\ll\|, JUfxO cl dl., Olopidliri-lilUULrOU LipiU r tJlUAlUdllUI 1 dllU UctlcdotJ Ul 

Gluconeogenesis in Rat Kidney Cortex: Different Effects of Antioxidants and Radical Scavengers," 
Toxicoloav. 1988. 51. Pas. 119-132 






36 


HAYES, D. et al., "Amelioration Of Renal Toxicity Of High Dose Cis-Platinum Diammine Dichloride 
(CPDD) By Mannitol Induced Diuresis." Proc. Am. Assoc. Cancer Res.. 1976 






37 


INFANTE. G. A. et al.. "Chemical radioorotection on bioloaical important compounds," Radiation 
Research. 1976. Vol. 67, No. 3. Pa. 637 






38 


JONES, MARK M. et al., "Coadministration of Dimethyl Sulfoxide Reduces Cisplatin Nephrotoxicity," 
Anticancer Research. 1991, 11, Pas. 1939-1942 






39 


JONES, MARK M. et al., "Control of Nephrotoxicity in the Rat during Repeated cis-Platinum 
Treatments," Journal of Applied Toxicoloav. 1989, Vol. 9(4), Pqs. 229-233 






40 


JONES, MARK M. et al., "Control of the Nephrotoxicity of Cisplatin by Clinically Used Sulfur- 
Containina Compounds." Fundamental and Applied Toxicoloav. 1992, 18, Pas. 181-188 






41 


JONES, MARK M. et al., "Inhibition of cis-diamminedichloroplatinum (ll)-induced renal toxicity in the 
rat." Cancer Chemotheraov and Pharmacoloqv, 1986, 17, Pas. 38-42 





Examiner 




Date 




Signature 




Considered 





* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 



Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (W IPO Standard 
ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant is to place a check mark here if English language Translation 
is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231 . 



PTO/SB/08A 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

/^\i^eakjmany sheets as necessary) 

% — n# 1 — i 


Complete if Known 


Application Number 


10/694,432 


Filing Date 


October 27, 2003 


Confirmation Number 


not yet assigned 


First Named Inventor 


Campbell 


Group Art Unit 


not yet assigned 


Sfmurt^ 5 of 8 


Attorney Docket No. 


SIU 7399 



- 


42 


JONES, MARK M. et al., "Relative effectiveness of some compounds for the control of cisplatin- 
induced nephrotoxicity," Toxicoloqv. 1991, 68: Pas. 227-247 






43 


JONES. MARK M. et al.. "Thioether Suppression of Cisolatin Nephrotoxicity in the Rat." Anticancer 
Research. 1991, 11, Pas. 449-454 






44 


j\jric.o, MAKr\ m. ex ai., i nioi ana i nioexner ouppression ot ois-Kiaiinum-inuucea iNepnroioxiciiy in 
Rats Bearina the Walker 256 Carcinosarcoma." Anticancer Research. 1989. 9: 1937-1942 








KIDO, K., "The influence of methylmethionine sulfonium chloride (MMSC) on survivors of mice after 
A-ray irraaiauon, especially me consideration ot me orug ened ior me aegenerauon ot iniesunai 
mucosa." Kansai Ika Daiaaku Zasshi, 1973, Vol. 25. No. 1. Pas. 104-107 






46 


Mto, uursio i MrviL/t ei ai., oomparaiive vaiue ot l-, ul-, ana u-iviemionine ouppiemeniaiion oTan 
Oat-based Diet for Humans." J. Nutr.. 1975, 105. Pqs. 809-814 








KOPKE, RICHARD D. et al., "Use of Organotypic Cultures of Corti's Organ to Study the Protective 
trrecis ot Aniioxiaani Moiecuies on oispiann-inuuceo uamaae ot Auuiiory nair oens, i ne /American 
Journal of Otoloav. 1997, 18. 559-571 






48 


KORVER, K. D. et al., "Round window application of D-methionine provides cisplatin otoprotection," 
Abstracts of the Twentv-First Annual Mid-Winter Research Meeting of the Association for Research in 




Otolarvnaoloav, Februarv 15-19. 1998, Abstract No. 536. Pa. 135 




49 


KOVACS, V. et al., "Study of the Radiation Protection Effect of Selenium-Methionine by Determining 
the Paramaqnetic Properties of Liver Tissues of Mice," 1988. Acta Phvsica Hunaarica. Vol. 64, No. 1- 
3, Pgs. 321-326 






50 


MEKHTIEV, M. A. et al., "Radioprotective effect during the separate and combined use of DL- 
methionine and thyroxine." Database Chemabs Chemical Abstracts Service. Abstract No. 76:54431. 
1970 (see also Tr. Inst. Fiziol., Akad. NaukAzerb. SSR, Vol. 11, pp. 83-100, 1970) 






51 


MELVIK, JAN EGIL et al., "Reduction of cis-Dichlorodiammineplatinum-lnduced Cell Inactivation by 
Methionine," Inoraanica Chimica Acta, 1987, 137, Pgs. 115-118 






52 


MERRIN, CLAUDE, "A New Method To Prevent Toxicity With High Doses Of Cis Diammine Platinum 
(Therapeutic Efficacv In Previously Treated Widespread And Recurrent Testicular Tumors)," Proc. 
Am. Assoc. Cancer Res.. 1976 





Examiner 




Date 




Signature 




Considered 





* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 



'Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (W IPO Standard 
ST.3). ~ 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. "Applicant is to place a check mark here if English language Translation 
is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231. 



PTO/SB/08A 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

/ juse as ffwiy sheets as necessary) 
/ £\ 


Complete if Known \ 


Application Number 


1U/o94,4oz 


Filing Date 


October 27, 2003 


Confirmation Number 


not yet assigned 


hirst Named inventor 


Campbell 


Group Art Unit 


not yet assigned 


sh^fe^e of | 8 


Attorney Docket No. 


SIU 7399 





53 


MOLTENI. F. et al., "The use of S-adenosvl-methionine as a radioprotective agent," Gazetta Medica 
Italiana. 1978, Vol. 137, No. 7-8, Pgs 303-308 






C A 

54 


MONTINE, THOMAS J. et al., "Role of Endogenous Sulfur-Containing Nucleophiles in an In Vitro 
Model of cis-Diamminedichloroplatinum(ll)-lnduced Nephrotoxicity," Biochemical Pharmacology, 
1990, Vol. 39, No. 11, Pgs. 1751-1757 






55 


NAKANO, SACHIKO et al., "Potentiation of Cisplatin-lnduced Lipid Peroxidation in Kidney Cortical 
Slices bv Glutathione Depletion," Japan. J. Pharmacol., 1989, 50, Pas. 87-92 






56 


ORMOND, T. et al., "Reduced Nephrotoxicity In Vivo and In Vitro of Cisplatin-Methionine Complex." 
Bnt. J. Pharmacol, (suppl).. 1988. 95. Pa. 584P 






57 


PRINTEN, KENNETH J. et al., "Utilization of D-methionine during total parenteral nutrition in 
postsurgical patients." The American Journal of Clinical Nutrition. June 1979 . 32, Pas. 1200-1205 






58 


RAVI, RADHIKA P. et al., "Relationship of Pharmacodynamic Effects of Cisplatin to the Glutathione 
Levels in Cochlea. Inferior Colliculus and Kidney," Pharmacoloqist. 1991. 33(3), D-19, 402, P. 217 






59 


RAVI, RADHIKA P. et al., "Diethyldithiocarbamate Protects Against Cispiatin Ototoxicity and 
Nephrotoxicity." Otolaryngology Head and Neck Suraerv. 1992, 107(2). Poster 5. P. 232 






60 


RESER, D. H. et al., "Physiological evidence for protection from cis-platin ototoxicity by D- and L- 
methionine in vivo." Abstracts of the Twenty-First Annual Mid-Winter Research Meetinqjof the 
Association for Research in Otolaryngology, February 15-19, 1998. Abstract No. 203. P. 51 






61 


RHO, M. B. et al., "Structural evidence for protection from cisplatin ototoxicity by both D- and L- 
methionine in vivo." Abstracts of the Twenty-First Annual Mid-Winter Research Meeting of the 
Association for Research in Otolaryngology. February 15-19, 1998. Abstract No. 202. P. 51 






62 


ROMITO, S., "Sulla radioprotezione cromosomica in vitro: esperienze con metionina, acido aspartico, 
leucina. lisina." Fracastoro. 1969. Vol. 62. No. 6, Pgs. 576-581 






63 


SALIKHODZHAEV, Z. et al., "Stimulation of postirradiation recovery of rat haemopoiesis by a cobalt 
preparation." Database Biosis Biosciences Information Service, Philadelphia, Pennsylvania, Abstract 
No. 08095385 (see also Radiobiologya, Vol. 31, No. 6, pp. 835-837, 1991) 






64 


SCHEIN, P. S., "Ethyol™ (WR-2721): a chemoprotective agent for platinum anti-cancer drugs," 
Speaker Abstracts (XP-002053095) 





Examiner 




Date 




Signature 




Considered 





* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 



'Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (W IPO Standard 
ST.3). 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant is to place a check mark here if English language Translation 
is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231 . 



PTO/SB/08A 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

sheets as necessary) 

( m i »** d 

%] J/ 1 1 


Complete if Known 


Application Number 


1 U/oy4,4o/: 


riling Date 


uctooer ^ ( , zuuo 


uonTirrnaiion iNumDer 


nui yei assiyricu 


rliol INdlilcU MlVtJlUUI 


vdl 1 IJJUfcMI 


Group Art Unit 


not yet assigned 


Sheef^ T^ott^ of 8 


Attorney Docket No. 


SIU 7399 





65 


^rn\A/FIT7FR X/ANF^A HAYI "Ptenlatin-lnHurpri OtntnYiritv* Thp Fffprt of Pinmpntation and 

OwnvvLl I LLrs, vniNLOOn uni l, oiopidui i u iuuocu wmjiu airily . i iic ui i lyi i ici uaui/i i ai iu 

Inhibitory Aaents." Larynqoscope, April 1993, 103, Pqs. 1-52 




• 


66 


SHA et aL "Antioxidant theraov attenuates aentamicin-induced ototoxicitv," Abstracts of the Twentv- 
First Annual Mid-Winter Research Meetinq of the Association for Research in Otolarvnaoloav, 
Fphmarv 1*1-1 Q 1QQfl Ah^trart Nn P 1^4 






67 


SPEER. R. J. et al.. "Coordination Complexes of Platinum as Antitumor Aqents." Cancer 
Phpmnthpranv Rpnnrta IQyS Parti Vol Nn ^ Pnq 62Q-641 

ui icf i lULi iciciMY rxcpui lo, i 3 / j, rail i, vui. >j>y t o, nyjo. ut i 






68 


SRINIVASAN, V. et al., "Radioprotection By Misoprostol (PGEi Methyl Analog) In Combination With 

Vitamin F ^plpnnmpthinninp and WR-^fiftQ7Q4 " Firn<;annid<i and Othpr Rinaftivp 1 inid^ in 

v iidi Mill iz , oefcinjiiieiiinjiinic di iu vv i\ ouucjf , i — louoai iuiuo ai i vj v-'ii ici uiuaou vc i_i jjujo 11 1 

Cancerjnflammation. and Radiation Injury 2, edited by K. V. Honn et al., 1997, Plenum Press, New 
York, Pgs. 791-797 






69 


TOGNELLA. SERGIO. "Pharmacoloaical interventions to reduce platinum-induced toxicity." Cancer 
Treatment Reviews 1990 17 Pas 139-142 






70 


TRESKES, MARCO et al., "WR2721 as a modulator of cisplatin- and carboplatin-induced side effects 
in comparison with other chemoorotective aaents: a molecular approach." Cancer Chemotherapy and 
Pharmacoloqy. 1993, 33, Pqs. 93-106 






71 


VAN DE WATER, T. et al., "Oxidative stress in the inner ear: Combinatorial therapy;" (202) M. B. Rho 
et al., "Structural evidence for protection from cisplatin ototoxicity by both D- and L-methionine in 
vivo," Abstracts of the Twenty-First Annual Mid-Winter Research Meetinq of the Association for 
Research in Otolarynqoloqv. February 15-19, 1998, Abstract No. 6, P. 2 






72 


WALKER. ERNEST M.. JR. et al.. "Methods of Reduction of Cisplatin Nephrotoxicity." Annuals of 
Clinical and Laboratory Science. 1981. Vol. 11, No. 5, Pqs. 397-409 






73 


WARD, J. M. et al., "Modification of the Renal Toxicity of c/s-Dich!orodiammineplatinum(ll) With 
Furosemide in Male F344 Rats." Cancer Treatment Reports. 1977. Vol. 61, No. 3. Pqs. 375-379 






74 


WHITWORTH, C. A. et al., "Alpha-lipoic acid as a protective agent against ototoxicity;" (535) S. H. 
Sha et al.. "Antioxidant therapv attenuates aentamicin-induced ototoxicitv." Abstracts of the Twenty- 
First Annual Mid-Winter Research Meetinq of the Association for Research in Otolarynqoloqv, 
February 15-19, 1998, Abstract No. 532, P. 134 





Examiner 




Date 




Signature 




Considered 





* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 



1 Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard - - 
ST-3). 4 For_ Japanese patent documents, the indication of the year of the reign'of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant is to place a check mark here if English language Translation 
is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231 . 



PTO/SB/08A 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(usetjii fti^rtyvSheets as necessary) 

f \ 

% J I | 


Complete if Known 


Application Number 


1U/OU4,4o£ 


Filing Date 


uctooer Zf , ziUUo 


uoniirmauon Numoer 


noi yei assigned 


rirsi iNameu invenior 


f^oror\Holl 
L/dl I ipUtJII 


Group Art Unit 


not yet assigned 


SheetN^u^^ of | 8 


Attorney Docket No. 


SIU 7399 



75 



ZEZULKA, ALLISON YATES et al., "Nitrogen Retention in Men Fed Isolated Soybean Protein 
Supplemented with L-Methionine, D-Methionine, N-Acetyl-L-Methionine, or Inorganic Sulfate," J. 
Nutr. . 1976, 106, Pgs. 1286-1291 



Examiner 




Date 




Signature 




Considered 





* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant. 

1 Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 'Enter Office that issued the document, by the two-letter code (W IPO Standard 
ST.3). 4 For Japanese-patent documents, the indication of the" year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document 
by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant is to place a check mark here if English language Translation 
is attached. 



Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the 
amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, D.C. 20231 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, D.C. 20231. 



